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PROSTHESIS DELIVERY SYSTEM 

This is a continuation of application Set No. 08/046,237 
filed Apr. 13, 1993, now abandoned. 

FIELD OF THE INVENTION 

This invention relates to systems for delivering prostheses 
into the body. 

BACKGROUND OF THE INVENTION 

Prostheses, such as stents, grafts, and the like, are placed 
within the body to improve the function of a body lumen. 
For example, stents with substantial elasticity can be used to 
exert a radial force on a constricted portion of a lumen wall 
to open the lumen to near normal size. 

These stents can be delivered into the lumen using a 
system which includes a catheter, with the stent supported 
near its distal end, and a sheath, positioned coaxially about 
the catheter and over the stent, to prevent abrasion between 
the stent and body wall as the catheter is directed through 
torturous body pathways. The catheter may have an enlarged 
tip adjacent the distal end of the stent that also helps to 
atraumatically advance the system and protects the stent 

Once the stent is located at the constricted portion of the 
lumen, the sheath is removed to expose the stent, which is 
expanded so it contacts the lumen wall. Hie catheter is 
subsequently removed from the body by pulling it in the 
proximal direction, through the larger lumen diameter cre- 
ated by the expanded prosthesis, which is left in the body. 

SUMMARY OF THE INVENTION 

This invention provides p rosthesis delivery systems with 
^atraumatic tips th at c an be disl odged from the catheter so 
that the catheter can be e'asilyremoved from the body after 
expanding the prosthesis, by pulling the catheter proximally. 
With the tip dislodged, the catheter, which is of smaller 
diameter than the tip, can be removed even in instances 
where the prosthesis does not immediately expand the lumen 
to provide clearance for the tip. This invention also provides 
prosthesis delivery systems with a contoured protective 
outer sheath having smaller diameters in proximal portions 
that normally are acutely bent when the system is in the 
body, than in distal portions that correspond to the position 
of the prosthesis. TTiese sheaths improve flexibility of the 
system and are less likely to kinle, especially when config- 
ured as part of a large delivery system. The features of the 
following aspects can be combined in various ways. 

In one aspect, the inventio n features a system for del iv- 
ering a prosthesis |h* hnn v n ^ n p* ' " J l> Tlm ^ V ^ip ha<J 
an elongated catheter with a proximal end that remains 
outside the body, J*_distal end, and a supporting portion 
supporting a prosthesis in a radially compacted form for 
delivery of the prosthesis to a desired location inside the 
body. The system also includes a dislodge ahle atraumatic 
^ntry tip distal of the prosth esis, ine Dp has a diameter about 
equaTTo or greater than lKe"radi ally compacted prosthesis 
and i sj;eigprjYf^ dislod ^eable from the cathete r when thq ^ 
ca&eteT'TsHSrine bolrvT"^ 

~ Various aspects may also include one or more of the 
following features.- The tip is friction fit on the catheter and 
can be removed by providing relative motion between the 
catheter and the tip with an axial force sufficient to slide the 65 
tip off the distal end of the catheter. The prosthesis is 
expandable to diameters less than the diameter of the tip and 
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the axial force is provided by engaging the prosthesis and the 
tip by withdrawing the catheter proximally. The friction fit 
is overcome by an axial force of about 4 lbs. or less . The tip 
is formed of a material which dissolves upon exp osure to 
jjodv fluids. The t ipjs tormed otasurjsTanUallyi^-boay~ 
"Huid soluSie polynfErana is shaped and sized to pass the 
"pody. ' ine tip has a generally cylindrical shape with a^ 
maximum diameter of about JLmnL. The pr nsihasi^ is sp.lf- 
expanding. The p rosthesi sJsJbddJn^Kfl^ 
form toLa materiar which dissolves upon exposure _tQ_boS_ 
^fluids to th erehv exp and_the stent/ The syste m has a protec- 
tive sheath over the stent , that engages the tip to form a seai ~ 
that protects the prosthesis from exposure to* body fluids 
prior to removal of the sheath to expose the prosthesis. The 
tip is formed of a material that dissolves upon exposure to 
"T)ody fluids more slowly, th an the material tlmtholds the stem 
jn radial ly-compacted form. The systernlncludes a protec- 
tive sheath, coaxially disposed about the prosthesis, where 
the sheath is retractable in the proximal direction to expose 
the prosthesis to the body of a patient and extendable in the 
distal direction to engage the tip to slide the tip from the 
distal end of the catheter. The tip includes a step portion for 
engaging the sheath without substantial increase in diameter. 
The sheath has a diameter larger than the radially compacted 
prosthesis over a length sufficient to extend the sheath 
distally without engaging the prosthesis and a smaller diam- 
eter in proximal portions. The catheter has a highly flexible 
distal end, extending beyond the tip, a nd the tip tapers to the 
diameter of the flexible end. 

In another aspect, the invention features a system for 
delivering a large prosthesis into a large, torturous body 
lumen of a patient The syst em includes an elo ngated 
catheter having a proximal enrL that remains outside ihe^ 
bod Y^_ajffstal fi nd^and a sup portin g pnrtjpn proximal of the 
distaLendLsuppprting a prosthesis . The prosthesis* has a 
radial]y_c pjnpacted form for delivery of the prosthesis at a 
desired location inside the body. The system also includes a 
thin-walled protective sheath having a distal portion with a 
diameter of about 6 mm or more, coaxially disposed about 
the large prosthesis during delivery into the body, and a 
proximal portion with a smaller diameter coaxially disposed 
about a substantial length of the catheter normally posi- 
tioned along a torturous path in the body when the device is 
in use. The sheath is retractable to expose the prosthesis. 

Various aspects may also include one or more of the 
following features. The sheath is formed of a flexible 
polymer. The prosthesis is a self-expanding prosthesis held 
in a compactedrradial form b y means other than the sTTeath, 
Yhe proximal portion is substantially the entire length of the 
sheath proximal of the distal portion- The gap between the 
proximal portion of the sheath and corresponding portions of 
-the* catheter is no greater than about 2.0 mm. The gap 
between the distal portion of the sheath and the prosthesis is 
no greater than about 1 mm. 

In another aspect, the invention features a method for 
delivering a prosthesis into the body of a patient. The 
"method includes providing an elongated catheter havin; 
proximal end matrer xj ai nc ~ nut " H '" jhifc hrkH V i Q HictQl & "* r *"' 1 
a supporting portion supporting a prosthesis in a radially 
c ompacted form/The cathete r further includes i an atraumatic 
removable tirj_distai of the prosthesis with a diameter about 
equal to or greater than the rad ially compartM prosthesis* 
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The method includes placing the ratfreter intn n hnty lim^n^ 
and positioning the prosthesis at a ri&sireri IncaHnn, pend- 
ing the prosthesis, to ajiiameter_no larger than the diameter 
Of the tip, removing the tip from the catheter, and withdraw^ 
ing the catheter fomiiph thp pypanded prosthesis^ 
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Various aspects may also include one or more of the 
following features. Removing the tip may include withdraw- 
ing the catheter so that the Up engages the prosthesis, and 
continuing to withdraw the catheter so the tip slides axially 
off the end of the prosthesis. The method may include 5 
selecting a self-expanding prosthesis to provide axial force, 
to the interior of the lumen to fully expand the lumenafter 
an extended period of time, and withdrawing the catheter 
prior to fully expanding the prosthesis. The method may 
include providing a catheter with a thin- walled protective 10 
sheath having a distal^rtiqir with a~diameter.of about 8„mrn 
or more, coaxiallycrisposed about the large prosthesis during 
delivery into the body, and the sheath further including a 
proximal portion with a smaller diameter coaxially disposed 
about a substantial length of the catheter normally posi- 15 
tioned along a torturous path in the body when the device is 
in use, and retracting the sheath to expose the prosthesis. The 
body lumen may be the esophagus.. 

The inventions have many advantages. For example, since 
the cathe ter_can be easily remQjted-from-tha-body-when-th&--^o. 
atraumaUc^^tijrhas been disengaged, jh e physician does not 
"have to wait until the prosthesis expands to a radial dimen- 
sion larger than the tip or use a separate dilatation catheter 
to expand the lumen so that the catheter can be removed. 
With systems according to the invention, the physician can 25 
even select a prosthesis that will produce a predetermined 
slow expansion of the lumen, over a period of hours or even 
days, which can have therapeutic benefits such as avoiding 
rupture of a lumen wall that has been weakened by a tumor. 
The catheter can be removed from the body immediately 30 
after release of the slow-expanding prosthesis since the 
small diameter catheter can pass through an even slightly 
expanded prosthesis, once the atraumatic tip is disengaged. 
The operability of delivery systems is also improved by 
using a protective sheath with a smaller diameter in portions 35 
proximal of the prosthesis. The flexibility of the delivery 
system is increased . and the sheath kinking is decreased, 
especially in proximal portions which are likely to be 
positioned in a torturous portion of a body lumen when the 
device is in use. 

Further features and advantages follow. 



40 



BRIEF DESCRIPTION OF THE DRAWINGS 



45 



50 



We first briefly describe the drawings. 

FIG. 1 is a cross-sectional side view of a system according 
to the invention configured for delivery into the body, while 
FIG. la is a similar view of the system in an alternate 
configuration, FIG. lb is an end-on cross-sectional view of 
the automatic tip taken along the lines lb in FIG. la; and 
FIG. 1c is a cross-sectional view of a safety sleeve of the 
system; 

FIGS. 2-2/i illustrate positioning a stent in the esophagus 
of a patient with a system according to the invention; 55 

FIGS. 3-3b are cross-sectional side views of an alterna- 
tive embodiment of the invention in several configurations; 

FIG. 4 is a cross-sectional view of yet another embodi- 
ment of the invention. 

60 

DESCRIPTION OF THE PREFERRED 
EMBODIMENTS 

Structure 

Referring to FIGS. 1 and la, a HpHvptv system^ accord- 65 
ing to the invention for operation IrrinTesophagus includes 
a catheter 4 w ith a stent 14 p ositione d near , the distal end. 
' 1 """" , "^ g - 



Hie system also includes sheath 20, with a reduced diameter 
portion 24 proximal of a portion 22 for covering the stent 14 
during entry into the body (FIG. 1). The sheath 20 can be 
retracted (arrow 1 7) to expose and expand (arrow 19) the 
stent (H(j. la). Arl auaumatii tiu 26, uii U, disengag ed — 
jarrow is) ir om the end of the catheter fFIG. la), s 

The catheteT4 has an overall length, L It about 100 cm, 
with a constant outer diameter of about 3.4 mm. The catheter 
4 (PEBAX, a polyether, polyamid mix forming a block 
polymer, 70 durometer, Atochem, Philedelphia, Pa.) 

includes a handle 12 (nylon) on the proximal en ol. an inqe fc 

lumen 6 (p hantom), of about 1.1 mm inner diameter, . for 
tracking over a guidewire (e.g., 0.038 inch). The catheter 4 
may include a stainless steel hypotube (not shown) along the 
wall of its internal lumen and a permanently attached 
flexible distal end 8, of length, L^, about 3 cm, formed of a 
soft polymer (PEBAX, 40 durometer, Atochem) that flexes 
easily when challenged by a lumen wall, for atraumatic 
advance. 

The catheter 4 includes a supporting poition.10. _of length 

L 3 , about 15 cm, for supporting „the Jslel04Iij_L_a radially 
compacted form during delivery into the body. Th e^ stent 14 
is preferably a self.expanding knitted stent formed or a 
highly elastic material such a s ft nitinnUyrip Trfl r fir' Ql 
fStrecker Stent, Boston Scientific, Watertown, Mass.). Knit- 
ted stents are discussed in detail in Strecker, U.S. Pat. No. 
4,922,905 and U.S. patent application Ser. No. 07/960,584, 
filed Oct. 13, 1992, now abandoned, the entire contents of 
these cases being hereby incorporated by reference. The 
stent has a maximum expanded diameter of about 20 mm. As 
mentioned, a stent may be selected to apply a constant, 
rather gentle radial force to the lumen wall that expands the 
wall to near normal diameter" over an extended period, for 
example, 24 or 48 hours. T he, stent is radially compacted by 
wrappin g it about the portion 10 and fixing it in this form _^ ^ 
using , a body-fluid dcgradable gelatin material. The stent in"' 
the compacted form has an outer diameter of about 6.5 mm. 
Compacting the stent by_ wra pping it ont o a_catheter and 
holding j t with gelatin is discussed in U.S .' application Ser. 
No. 07/773,847, filed Oct 9, 1991, now U.S. Pat. No. 
5,234,457, the entire contents of which is also hereby 
incorporated by reference. 

The. supporting portion 10 includes radiopaque markers 
16, 16' which mark the location of me proximal and distal 
ends of the stent in the compacted form. The portion 10 also 
includes radiopaque markers 18, 18' which indicate the ends 
of the stent 14 in the expanded state. 

Positioned coaxially about the catheter 4, and extending 
over the stent 14 during delivery into the body (FIG. 1), is 
protective she ath-2CL The sheath 20 has an overall length L 4 , 
about 70 cm, is formed of a single piece of extruded flexible 
polymer (extruded PEBAX, 70 durometer, available from 
Atochem) and has a constant wall thickness of about 0.5 
mm. The sheath includes a distal portion 22 having a length, 
L 5 , about 17 cm, which corresponds approximately to the 
length of the stent in compacted form with some extension 
on either end. The outer diameter of the distal portion 22 of 
the sheath is about 8 mm and the inner diameter is slightly 
larger than the diameter of the stent 14 in its compacted 
form, to provide a clearance of about 0.5 mm between the 
inner wall of the sheath and the compacted stent The sheath 
20 further includes a tapered portion of length, L 6 , about 7-9 
cm, from the larger diameter of the distal portion 22 to the 
smaller diameter, about 5 mm, of a proximal portion 24 
which has a length, Ly, about 53 cm. A hjnd[e_25_(iiylon)_-- 
allows t he sheath to be retracted from the proximal en d 
(arrow 17) to expose tne stent so that it can be expanded 
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(arrows 19). (The distance between the handle 25 on the 
sheath, and handle 12, on the catheter, corresponds approxi- 
mately to the length of the compacted stent) A safety sleeve 
27 with a slit 41 and pull tab 32 is positioned betwcenlhe 
handles during delivery to prevent inadvertent exposure of 5 
the stent (FIG. 1). The sleeve 27 is stripped from the catheter 
once the system is properly placed so the sheath can be 
retracted to expose the- stem (FIG. la). The diameter of the 
proximal portion 24 is selected to conform closely to the 
outer diameter of the catheter body 4. The clearance between l o 
the outer diameter of the catheter body 4 and the inner 
diameter of the proximal portion 24 of the sheath 20 is about 
1.5 mm. 

The sheath, having variable radial dimension along its 
length, is a particular feature of the invention which is 
enhances positioning of a large stent with large delivery 
systems for use in lumens having torturous pathways. Since 
the outer diameter of the proximal portion of the sheath is 
small, the flexibility is enhanced. It flexes more easily 
around torturous channels because there is less strain on the 20 
outside curved wall and less compaction on the inside 
curved wall. Since all portions of the sheath conform more 
closely to the outer diameter of the components within the 
sheath, kinking along the length is reduced. The gap between 
the outer diameter of the catheter and inner diameter of the 25 
sheath is small, so the catheter tends to support the relatively 
thin-walled sheath when the system is bent around a curve. 
In the distal portion of the sheath, the larger radial dimension 
is supported by the larger radial dimension of the stent, 
which is positioned around the catheter. Minimizing kinking 30 
is an important feature, since severe kinking can cause 
friction between the sheath and the catheter that can prevent 
the sheath from being retracted. In many body lumens, such 
as the esophagus, the most torturous portion of the lumen is 
near the point of entry of the body. The present system 35 
improves operation by enhancing flexibility and reducing 
kinking particularly in the proximal portions of the device 
typically located along a torturous bend. The sheath of the 
system described does not kink in the proximal portions 
when bent 90 degrees over a radius of about 6.35 cm, which 40 
is typical of the esophagus. Moreover, a sheath with reduced 
size in proximal portions presents a smaller inner surface 
area, which reduces friction against the catheter, and there- 
fore makes operation smoother. _ 

The system further includes an atraumatic tip 26, with a 45. 
lenpthTLa. about 0/75 inch, and a maximura-outer aTameter 
oLahnut^-rnm^ The maximum outer diarneter'of the tip 26" ' 
'substantiall y corresponds to the maximum outer diameter of 
tiie distal portion 22 6f_the-&heath. T he tip 26 includes a 
■distal ia pCT-pcqionJS8 o f leng th* Lq> about 0.25 inch, toj so 
jjresem a_gr^o^a]LJncrease in diameter for atraumatic 
%ivanceT T^e~Sp"2iralso include s a proximal taper 29 that 
aias atraumatic, en gagement of the tip 'with constricted 
portions of the lumen when removing the catheter during 
withdrawal. The distal portion of the sheath meets the tip 26 55 
along a step portion 30 of length, L J0 , about 1 cm. The step 
portion 30 also includes a slight taper 31 to avoid any sharp 
edges. The step portion 30 of the tip 26 and the sheath 20 
form a seal that isolates the stent from body fluids during 
delivery into the body to avoid dissolving the gelatin prior 60 
to withdrawal of the sheath, which could cause premature 
expansion of the stent 

The Up.26 is a^pii^eilm ece with an in nerJbimr^ p?K V 
lb) of diameter of aboutjymm, that substantially con? 
"sponds, within a tolerance of about plus or minus 0.03 mm, 65 
to the outer diameter of the distal end of the catheter body 
4 so the tip can be friction-fit onto the catheter. The tip can 



be slid off the end of the catheter (arrow 15), which feature 
is especially important in instances where the stent 14 does 
not expand to a diameter larger than the outer diameter of the 
tip. By disengaging the tip 26 from the end of the catheter 
4, the catheter and protective sheath can be easily removed 
from the body, leaving the stent within the body lumen. In 
this particular embodiment, the tip is meant to be slid off the 
catheter by withdrawing the catheter so that the tip engages 
a part of the stent that has expanded to diameters smaller 
than the tip diameter. The tip is fit so low force, e.g. about 
4 lbs., preferably 2 lbs. or less is needed to slide il off the 
catheter so that the stent is not disturbed during withdrawal 
of the catheter and removal of the tip. More generally, the 
stent and fit of the tip are selected so the force needed to slide 
the tip off is less than force needed to move the stent axially 
in the body lumen. The sheath 20, contacting the tip in the 
step portion 30, as discussed above, inhibits axial proximal 
motion of the tip as the system is urged forward into the 
lumen during delivery. In addition, the catheter may also 
include a stop 33, proximal of the tip 26 which also inhibits 
axial proximal motion! The stop 33 may be formed by 
crimping the catheter to extend the catheter radially on 
opposing sides. The stop 33 also prevents the tip from being 
slid proximally when the sheath is withdrawn to expose the 
stent. The tip can also be actively slipped off the end of the 
catheter using, for example, a sheath which can be moved 
axially distally against the tip, as will be discussed further 
below. In such cases, the force needed to remove the tip is 
not dependent on concerns about disturbing the stent. 

The tip 26 may b e formed of a body fluid solubl e pr t1 y mp r. 
sucn as polyvinyl alcohol (Vil mex 2019, Air Products, Inc.). 

"The, solubility of the polyme r forming the tip is selected so 
that substantial dissolution does not occur during delivery, to 

'avoid_prematurely exposing the stent t o body fluids. The 
body fl uid solub le^pojymer^f-^h 
upon ,initial^xpQsure-tc^body^uids^ 

jeal jwk h the she ath. In the preferred embodiment, the 
gelatin"encSngThe - stent (DFG STOESS, Duetch Gelatin 
Fabriken AG, Germany) dis solves in a short time, within 
about 2 to 8minutes. The polymer forming the tip 26 does ' 



comphftelv dissofry river a nerinr 



Issolve over^ajej&ddaf 30 mmut£s_p_ur 



■njlHSTSffTJEI 



Dissolvable polymers are also discussed in U.S. Pat. No. 
5,049,138 which is also hereby incorporated by reference. 

Alternatively, the tip 26 can be formed of a nondissolv- 
able polymer (Nylon, Vestamid, Hulls, Germany), in which 
'case the shape and size of the tip are kept to allow the tip to 
pass the body. The tip should have a shape without blunt 
surfaces and sharp edges, such as a generally cylindrical 
form as illustrated above, so the tip moves smoothly through 
the body. In the case of an esophageal stent, the tip remain- 
~ing in the body should have a maximum diameter of about 
8 mm or less. In these embodiments a compressible silicon 
O-ring, about 1 mm wide, is typically fitted onto the' step 
portion 30 to provide a secure seal against body fluids. 
Use 

The following procedure may be used for treating a 
patient with a tumor in the esophagus. The patient is 
prepared on an endoscopic table. The physician passes an 
endoscope, which has a diameter of approximately 12 mm, 
through the patient's mouth into the esophagus to view both 
the proximal and distal portions of the tumor to determine its 
morphology and character. If the endoscope will not cross 
through the tumor, the physician will dilat e the lumen with 
a rigid dil a tor tracked o ver a g uidewire or a Qai JoojLmiajflL^ 
which tracks through the endoscope. The endoscope is then 
"passed retroflex so it looks back on itself and up at the most 
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distal portion of the tumor to view its makeup. The physician 
measures the length of the tumor using graduated centimeter 
markings on the endoscope and/or makes a notation of the 
patient* s incisor as to the most distal segment of the tumor. 
The'physician then withdraws the endoscope partially and 5 
finds the most proximal segment of the tumor and makes a 
similar notation to determine the length of the tumor. Gen- 
erally, the length of the stent is selected so that it extends 
about 2 cm beyond each end of the tumor. 

Referring to the series of FIGS. 2-2/i, placement of a stent 10 
in the esophagus of a patient is illustrated. Referring to FIG. 
2, the patient 50 having a tumor 52 in the esophagus 54, 
normally about 20 mm lumen diameter, but constricted to 

. 8-12 mm by the tumor is treated by p ositioning a guidewire 
^ 56 thro ugh the throat into the esophagus to V position distal is 
of the tumor 52, usually into the stomach. 

Referring to FIG. 2a, the d elivery system 2 is deliv ered 
over the guidewire by sliding "the proximal portion of the 
guidewire through the guidewire lumen in the catheter. A 
lubricant, K-Y jelly, may be applied to the disjaLend JLpfil? e^20 
cathcjejLThe physician then observes the placement with a 

"fluoroscopic device using the radiopaque markers. As illus- 
trated, the esophagus includes a highly torturous portion just 
distal of the throat including a 90 degree bend over a radius 
of about 6.35 cm. The distal end of the system, including the 25 
enlarged portion 22 of the sheath covering the stent, has 
sufficient strength to follow the contour of the wire without 
excessive kinking, which is enhanced by the support of the 
underlying stent It should be appreciated that in this case, 
even if some kinking of the distal portion 22 of the sheath 30 
should occur as it passes the torturous bend, the kinks do not 
substantially impede the operation since the stent has not 
been located at a position at which the sheath would be 
withdrawn. As illustrated, the tip 26 provides a gradual 
increa se in diamete r, providing an atrsnmatic advance ot the 35/ 
syStenTinto the esophagus. 

Referring to FIGS. 2b and 2c (an enlarged view of the area 
in circle c) the distal portion of the system, corresponding to 
the position of the stent and the enlarged portion 22 of the 
sheath, is located across the constriction caused by the tumor 40 
52. The a traumatic tip^, with the gradual transition to 
larger diameter, a ids in crossing' thTjclonstrl^ 
this position, trie portions of the system including the 
reduced diameter portions 24 of the sheath are easily bent 
around the initial curve. 45 

Referring to FIGS. 2d to 2/t, enlarged views of the 
constricted region are shown to further illustrate the opera- 
tion. Referring particularly to FIG. 2d t with the stent prop- 
erly located about the constriction, the sheath is slid axially 
proximally to expose the stent to the body lumen. The 50 

gelatin holdingthe stentj neompacted for mjs.dissolved.by 

body fluids and Jhe stent self-expands in aJargex-diaineter. 



As illustrated, in many instances, the stent initially expands 
the constriction to a small degree with a waist-shaped 
constriction still providing a rather narrow passageway with 55 
radial dimension somewhat smaller than the maximum 
radial dimension of the tip 26. The initial opening through 
the constriction may be formed, as mentioned, by a dilating 
means, so the opening is initially large enough to allow the 
system to cross with some clearance. However, the opening 60 
can be reduced somewhat after the system has crossed by a 
rebounding of the esophageal wall. In some cases, the 
system, with the atraumatic^ti p may be used to widen the 
constricted_portion slightly so that the system can pass. 
Further, the stent, upon release from the catheter unwraps 65 
partially, leaving fold portions 58 that occlude the lumen 
partially. All of these conditions can create situations in 



which the tip is of a larger diameter than the constricted 
region of the lumen. 

Referring to FIG. 2e, under these conditions, upon with- 
drawing the catheter, the tip 26 eng agesjh e stenUn the 
regipn..of-the -constriction. Referring to FIG. 2f,afvA\i\-~ ~ ~~ 
drawal of the cametCT^miQD^7tK«>_rgt^^ 
through the inner lumen ofThrrtip' 2 6. 

Referring to FIGS. 2jg and Vu after a short time, about 4 
hours, t he tip 26 dissolves and/or is"passed through the body. *_ 
m ame, the radial force provided by the stent, further widens 
the esophagus providing a large open lumen that facilitates 
swallowing. 
Other Embodiments 

^ Many other embodiments are possible. For example, 
referring to FIG. 3, an embodiment is illustrated in which the 
tip 26 can be pushed off the end 8 of the catheter body by 
axial motion of a sheath 70 in the distal direction. In this 
case, the sheath has a distal portion 72 with a length, L n , 
which is extended, compared to embodiments above, by at 
least the length of the distal end of the catheter. Referring to 
FIG. 3a, in this manner, when the sheath 70 is disposed 
axially distally, the distal end 72 can engage the tip 26 to 
push it off the end of the catheter 8 without disturbing the 
stent 14. Referring to FIG. 36, after the atraumatic tip 26 has 
been pushed off the end 8 of the catheter body, the sheath can 
be retracted proximally to expose the stent 14 for expansion. 
With the tip 26 already having been removed from the end 
of the system, the catheter body and sheath can therefore be 
easily withdrawn and removed from the body. The construc- 
tion according to this embodiment has the advantage that the 
axial force needed to push the tip 26 off the end of the 
catheter is not provided by engagement of the stent, which 
will therefore not be disturbed in removing the sheath and 
the catheter body from the patient. 

Referring to FIG. 4, in another embodiment, an actuator 
78 is provided which runs coaxially within the catheter 80. 
The tip 82 has a clearance fit over the di stal end of catheter 
80"anaisTncG o^Tirto'wT^istal'ena'of the actuator 78. The 
sheath 84 can be retracted (arrow 85) to expose the stent 14, 
as discussed above. The end 86 of the catheter inhibits axial 
proximal movement of the tip 82 during entry into the body 
and withdrawal of the sheath. The actuator 78 can be slid 
proximally (arrow 87) to slide the tip 82 off of its end and 
to leave it in the body. 

The delivery systems can be sized and configured for use 
in various body lumens, the urethra or the biliary tree 
including the common bile duct, pancreatic duct and left and 
right hepatic ducts, and with particular benefit in alimentary 
tract lumens, such as the esophagus, stomach, pilorus, small 
intestine, colon or rectum. As will be appreciated, most of 
the latter applications involve relatively large lumens, about 
_J, to 1 .5 cm or more, with torturous bends requiring rela- 
tively large stents to be delivered with large flexible delivery 
systems that resist kinking. As mentioned above, aspects of 
this invention provide^rjarticular_advant ages_ Jor delivering 
Uar^^tente.^ater = tJiari z ab outUO:rTmTex^ d^m^ f^" 
usingjarger delivery syste ms, greater than 6 mm maximum 
diamSerCtike the esophagus, most of these lumens also ^ 
have an extreme curvature near the entry point of the 
delivery system, such as the rectal sigmoid area in the colon. 
In the structure discussed in detail above, the stent is 
selLexpanding.and held compacted using a gelalin,i>ut olfieF — 
embodiments uses a sheath that holds tfe stent in compacted 
form, without use of the gelatin. For example, the sheath 
may be constructed to hold the stent in compacted form by 
having a thicker wall in the distal portions and a thinner wall 
in proximal portions. The sheath may be formed in various 
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ways, such as from polyethylene shrink tubing, which is 
reduced in diameter in proximal portions by heat applica- 
tion. In such cases, the wall thickness of the tubing is 
increased in the proximal portions, which can enhance the 
strength. The advantages of thp. j n yp.nhnn mn pkr) 
r . realized with stents that are no t self-expanding, such as 
$f*M Hal loon expand a ble stents, A flufd, such as saline can be" 
nowea inio the lumen to more rapidly dissolve body-fluid 
dissolving portions. 
Still further embodiments are within the following claims. 
''What is claimed is: 

1. A system for delivering a prosthesis into the body of a 
patient, comprising: 

a prosthesis, expandable from a radially compact form, 
an elongated catheter having a proximal end that remains 
outside the body, a distal end, and a supporting portion 
supporting said prosthesis in said radially compact 
farm for delivery of the prosthesis to a desired location 
inside the body, and 
a dislodgeable atraumatic entry tip dislodgeably mounted 
on said catheter distal of said supporting portion, said 
tip having a diameter about equal to or greater than the 
prosthesis in said radially compact form, 
said atraumatic dislodgeable tip being selectively slidably 
dislodgeable off the catheter when said catheter is in the 
body in a manner that said catheter can be removed 
from the body leaving said tip inside the body. 

2. The system of claim 1 wherein said prosthesis is 
self-expanding. 

3. The system of claim 2 wherein said prosthesis is held 
in a radially compact form by a material which dissolves 
upon exposure to body fluids to thereby expand said pros- 
thesis and said tip is formed of a material that dissolves upon 
exposure to body fluids. 

4. The system of claim 3 further comprising a protective 
sheath over said prosthesis, that engages said tip to form a 
seal that protects said prosthesis from exposure to body 
fluids prior to removal of said sheath to expose said pros- 
thesis. 

5. The system of claim 3 wherein said tip is formed of a 
material that dissolves more slowly upon exposure to body 
fluids than said material that holds said prosthesis in radially 
compacted form dissolves upon exposure to body fluids. 

6; Hie system of claim 1 wherein said tip is friction fit on 
said catheter. 

7. The system of claim 6 wherein said prosthesis is 
expandable to diameters less than said diameter of said tip 
and axial force is provided by engaging said prosthesis and 
said tip by withdrawing said catheter proximally to slide said 
dp of the distal end of said catheter. 

8. The system of claim 6 or 7 wherein the friction fit is 
overcome by an axial force of about 4 lbs. or less. 

9. The system of claim 1 wherein said tip is formed of a 
substantially non-body fluid soluble polymer and is shaped 
and sized to pass the body. 

10. The system of claim 6 wherein said tip has a generally 
cylindrical shape with a maximum diameter of about 8 mm. 

11. The system of claim 1 wherein said tip is formed of a 
material which dissolves upon exposure to body fluids. 

12. The system of claim 1 wherein said dislodgeable tip 
is mounted on said catheter proximal of said distal end, said 
dp tapering to the diameter of said distal end, and said distal 
end is highly flexible. 

13. A system for delivering a prosthesis into the body of 
a patient, comprising: 

a prosthesis, expandable from a radially compact form, 
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an elongated catheter having a proximal end that remains 
outside the body, a distal end, and a supporting portion 
supporting said prosthesis in said radially compact 
form for delivery of the prosthesis to a desired location 
inside the body; 
* a dislodgeable atraumatic entry tip dislgdgeably mounted 
on said catheter distal of said supporting portion, said 
tip having a diameter about equal to or greater than the 
prosthesis in the radially compact form, 

said atraumatic dislodgeable tip being selectively slidably 
dislodgeable off the catheter when said catheter is in the 
body in a manner that said catheter can be removed 
from the body leaving the tip inside the body, and 

a protective sheath having a distal portion with an inner 
diameter sized to be coaxjolly disposed about said 
prosthesis during delivery into the body, 

said sheath being constructed to engage said tip and to be 
axially slidable to slide said tip off the distal end of said 
catheter. 

14. The system of claim 13 wherein said distal portion of 
said sheath has a length greater than the length of said 
prosthesis. 

15. A system for delivering a prosthesis into the body of 
a patient, comprising: 

a prosthesis, expandable from a radially compact form, 

an elongated catheter having a proximal end that remains 
outside the body, a distal end, and a supporting portion 
supporting said prosthesis in said radially compact 
form for delivery of the prosthesis to a desired location 
inside the body, and 

a dislodgeable atraumatic entry tip dislodgeably mounted 
on said catheter distal of said supporting portion, said 
tip having a diameter about equal to or greater than the 
prosthesis in the radially compact form, and 

an actuator extending coaxially with said catheter wherein 
said tip is friction fit on said actuator at a location distal 
of said catheter such that said tip can be slidably 
dislodged off said catheter by relative axial movement 
of said catheter and said actuator to slide said tip off 
said actuator by engaging said tip with said catheter 
said tip being slidably dislodged in a manner that the 
catheter can be removed from the body leaving the tip 
inside the body. 

16. A method for delivering a prosthesis into the body of 
a patient, comprising: 

providing a prosthesis expandable from a radial compact 
form and an elongated catheter having a proximal end 
that remains outside the body, a distal end, and a 
supporting portion supporting said prosthesis in said 
radially compact form, said catheter further including a 
dislodgeable atraumatic tip dislodgeably mounted on 
the catheter distal of said supporting portion and having 
a diameter about equal to or greater than the prosthesis 
in said radial compact form, 

placing said catheter into a body lumen and positioning 
said prosthesis at a desired location, 

expanding said prosthesis to a diameter such that the tip 
cannot pass through the prosthesis, 

removing said tip from said catheter in a manner that said 
catheter can be removed from the body leaving said tip 
inside the body, and 

withdrawing said catheter through said expanded pros- 
thesis. 

17. The method of claim 16 wherein removing said tip 
comprises withdrawing said catheter so that said dp engages 
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said prosthesis, and continuing to withdraw said catheter so 
said tip slides axially off the end of said prosthesis. 
18. The method of claim 16 or 17 comprising, 
selecting a self-expanding prosthesis to provide axial 
force to the interior of said lumen to fully expand said 5 
lumen alter an extended period of time, and 
withdrawing said catheter prior to fully expanding said 
prosthesis. 
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19. The method of claim 16 comprising placing said 
catheter in the esophagus. 

20. The method of claim 16 comprising placing said 
catheter in the biliary. 

21. The method of any one of claims 16, 17, 18, or 20 
wherein said prosthesis is self-expanding. 

* * * * * 
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